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through which the evacuation of ethyl-
ene oxide from the sterilization cham-
ber occurs following sterilization or fu-
migation, including any subsequent air
washes.

Sterilication facility means any sta-
tionary source where ethylene oxide is
used in the sterilization or fumigation
of materials.

Sterilication operation means any time
when ethylene oxide is removed from
the sterilization chamber through the
sterilization chamber vent or the
chamber exhaust vent or when ethyl-
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ene oxide is removed from the aeration
room through the aeration room vent.

Thermal oxidizer means all combus-
tion devices except flares.

[69 FR 62589, Dec. 6, 1994, as amended at 66
FR 55583, Nov. 2, 2001]

§63.362 Standards.

(a) Each owner or operator of a
source subject to the provisions of this
subpart shall comply with these re-
quirements on and after the compli-
ance date specified in §63.360(g). The
standards of this section are summa-
rized in Table 1 of this section.

TABLE 1 OF SECTION 63.362—STANDARDS FOR ETHYLENE OXIDE COMMERCIAL STERILIZERS AND

FUMIGATORS
Existing and new Sterilization chamber . Chamber exhaust
sources Source type vent Aeration room vent vent
Source Size ... <907 kg (<1 ton) ........... No control required; minimal recordkeeping requirements apply (see
§63.367(c)).
[ge]907 kg and <9,070 99% emission reduction | No control ............cc....... No control.

kg ([ge]1 ton and <10
tons).
[ge]9,070 kg ([ge]10

(see §63.362(c)).

99% emission reduction | 1 ppm maximum outlet | No control.
tons). (see §63.362(c)).

concentration or 99%
emission reduction
(see §63.362(d)).

(b) Applicability of emission limits. The
emission limitations of paragraphs (c),
(d), and (e) of this section apply during
sterilization operation. The emission
limitations do not apply during periods
of malfunction.

(c) Sterilication chamber vent at sources
using 1 ton. Each owner or operator of
a sterilization source using 1 ton shall
reduce ethylene oxide emissions to the
atmosphere by at least 99 percent from
each sterilization chamber vent.

(d) Aeration room vent at sources using
10 tons. Bach owner or operator of a
sterilization source using 10 tons shall
reduce ethylene oxide emissions to the
atmosphere from each aeration room
vent to a maximum concentration of 1
ppmv or by at least 99 percent, which-
ever is less stringent, from each aer-
ation room vent.

(e) [Reserved]

[69 FR 62589, Dec. 6, 1994, as amended at 66

FR 55583, Nov. 2, 2001]

§63.363 Compliance and performance
provisions.

(a)(1) The owner or operator of a
source subject to emissions standards

in §63.362 shall conduct an initial per-
formance test using the procedures
listed in §63.7 according to the applica-
bility in Table 1 of §63.360, the proce-
dures listed in this section, and the
test methods listed in § 63.365.

(2) The owner or operator of all
sources subject to these emissions
standards shall complete the perform-
ance test within 180 days after the
compliance date for the specific source
as determined in §63.360(g).

(b) The procedures in paragraphs
(b)(1) through (3) of this section shall
be used to determine initial compli-
ance with the emission limits under
§63.362(c), the sterilization chamber
vent standard and to establish oper-
ating limits for the control devices:

(1) The owner or operator shall deter-
mine the efficiency of control devices
used to comply with §63.362(c) using
the test methods and procedures in
§63.365(b).

(2) For facilities with acid-water
scrubbers, the owner or operator shall
establish as an operating limit either:
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(i) The maximum ethylene glycol
concentration using the procedures de-
scribed in §63.365(e)(1); or

(ii) The maximum liquor tank level

using the procedures described in
§63.365(e)(2).
(83) For facilities with catalytic

oxidizers or thermal oxidizers, the op-
erating limit consists of the rec-
ommended minimum oxidation tem-
perature provided by the oxidation unit
manufacturer for an operating limit.

(4) Facilities with catalytic oxidizers
shall comply with one of the following
work practices:

(i) Once per year after the initial
compliance test, conduct a perform-
ance test during routine operations,
i.e., with product in the chamber using
the procedures described in §63.365(b)
or (d) as appropriate. If the percent ef-
ficiency is less than 99 percent, restore
the catalyst as soon as practicable but
no later than 180 days after conducting
the performance test; or

(ii) Once per year after the initial
compliance test, analyze ethylene
oxide concentration data from
§63.364(e) or a continuous emission
monitoring system (CEMS) and restore
the catalyst as soon as practicable but
no later than 180 days after data anal-
ysis; or,

(iii) Every 5 years, beginning 5 years
after the initial compliance test (or by
December 6, 2002, whichever is later),
replace the catalyst bed with new cata-
lyst material.

(c) The procedures in paragraphs
(c)(1) through (3) of this section shall
be used to determine initial compli-
ance with the emission limits under
§63.362(d), the aeration room vent
standard:

(1) The owner or operator shall com-
ply with either paragraph (b)(2) or (3)
of this section.

(2) Determine the concentration of
ethylene oxide emitted from the aer-
ation room into the atmosphere (after
any control device used to comply with
§63.362(d)) using the methods in
§63.365(c)(1); or

(3) Determine the efficiency of the
control device used to comply with
§63.362(d) using the test methods and
procedures in §63.365(d)(2).

(d) [Reserved]

40 CFR Ch. | (7-1-14 Edition)

(e) For facilities complying with the
emissions limits under §63.362 with a
control technology other than acid-
water scrubbers or catalytic or thermal
oxidizers, the owner or operator of the
facility shall provide to the Adminis-
trator or delegated authority informa-
tion describing the design and oper-
ation of the air pollution control sys-
tem, including recommendations for
the operating parameters to be mon-
itored to demonstrate continuous com-
pliance. Based on this information, the
Administrator will determine the oper-
ating parameter(s) to be measured dur-
ing the performance test. During the
performance test required in paragraph
(a) of this section, using the methods
approved in §63.365(g), the owner or op-
erator shall determine the site-specific
operating limit(s)for the operating pa-
rameters approved by the Adminis-
trator.

(f) A facility must demonstrate con-
tinuous compliance with each oper-
ating limit and work practice standard
required under this section, except dur-
ing periods of startup, shutdown, and
malfunction, according to the methods
specified in §63.364.

[66 FR 55583, Nov. 2, 2001]

§63.364 Monitoring requirements.

(a)(1) The owner or operator of a
source subject to emissions standards
in §63.362 shall comply with the moni-
toring requirements in §63.8 of subpart
A of this part, according to the applica-
bility in Table 1 of §63.360, and in this
section.

(2) Each owner or operator of an
ethylene oxide sterilization facility
subject to these emissions standards
shall monitor the parameters specified
in this section. All monitoring equip-
ment shall be installed such that rep-
resentative measurements of emissions
or process parameters from the source
are obtained. For monitoring equip-
ment purchased from a vendor,
verification of the operational status of
the monitoring equipment shall in-
clude completion of the manufacturer’s
written specifications or recommenda-
tions for installation, operation, and
calibration of the system.

(b) For sterilization facilities com-
plying with §63.363(b) or (d) through
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